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2a )□ This action is FINAL. 2b)^ This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 11, 453 O.G. 213. 
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5) D Claim(s) is/are allowed. 
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20 Certified copies of the priority documents have been received in Application No. . 

3.Q Copies of the certified copies of the priority documents have been received in this National Stage 
application from the International Bureau (PCT Rule 17.2(a)). 
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DETAILED ACTION 

Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

Claim 1 is rejected under 35 U.S.C. 102(b) as being anticipated by Madyastha et 
al., (Applied Microbiology and Biotechnology 1995). 

Madyhastha et al. teach a steroid transformation of dehydroepiandrosterone 
(compound I) into 7-hydroxy-5-androsterone by contacting the compound I with Mucor 
poriformis. (See Abstract and Fig. 1.) The product is also isolated (see results at pg. 
340.) They also show that the transformation process also yields a ketone at the 7th 
position and is capable of adding a hydroxyl group at position eleven of compound II. 
(See Fig. 1 at pg. 341.) 

The reference anticipates the instant claims insofar as it teaches a process of 
preparing 7-hydroxy-5-androstene steroids with a species of Mucur where the 7- 
hydroxy-5-androstene steroid is isolated. 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 
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(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

This application currently names joint inventors. In considering patentability of 
the claims under 35 U.S.C. 103(a), the examiner presumes that the subject matter of 
the various claims was commonly owned at the time any inventions covered therein 
were made absent any evidence to the contrary. Applicant is advised of the obligation 
under 37 CFR 1 .56 to point out the inventor and invention dates of each claim that was 
not commonly owned at the time a later invention was made in order for the examiner to 
consider the applicability of 35 U.S.C. 103(c) and potential 35 U.S.C. 102(e), (f) or (g) 
prior art under 35 U.S.C. 1 03(a). 

Claims 2-7 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Madyhastha (supra) as applied to claim 1 above, and in view of Schmidt et al., (US 
2,360,447) and in further view of Murray et al., (US 2,735,800). 

Madyhastha differs from the instant claims 2-7 insofar as it does not teach 
contacting the hydroxyl steroid with bacteria to form the keto-steroid, nor does it teach 
using Mucour rouxii or Mucor rouxii ATCC4260. 

Schmidt et al., teach a method of transforming an hydroxy steroid to a keto- 
steroid using Alcaligenes faecalis and Escherichia coli and isolating the keto-stroid by 
well-defined procedures. (See col. 1, lines 24-32, and col. 2, lines 25-40.) Here the 
hydroxyl at the 7th position is transformed to a ketone. (See illustration on page 2.) 

Murray et al. teach a method of adding oxygen to a steroid molecule using the 
species of the Mucor genus. (See col. 1 lines 15-18, col. 4 lines 47-52, and col. 29 
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Table IX at col. 29, and lines 51-54.) Oxygen was added to position 1 1 of the steroids 
here but they teach that other postions may also undergo transformation due to the 
action of the fungus. (See col. 2, lines 40-42.) 

It would have been obvious to a person having ordinary skill in the art to further 
transform the hydroxy steroid of Madyhastha to a ketone using the method of Schmidt. 
The artisan would be motivated to covert the steroid since Schmidt teach that 
ketosteroids are widely used as intermediaries or starting materials is the synthesis of 
many biologically active steroids, and keto steroids have biological activities not 
possessed by hydroxy steroids. (See col. 1 , lines 23-32.) They also provide that 
certain hydroxy steroids have undesirable toxic properties. (See col. 2, lines 10-14.) 

Further more the artisan would expect Mucor rouxii to perform the same function 
as Mucor poriformis given that Mucor rouxii as well as other species have been shown 
to transform steroids, as evidenced by Murray. A Mucor rouxii stored in the American 
Type Culture Collection (ATCC) with an assigned number 4260 would also be expected 
to transform steroids. 
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Conclusion 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Walter E. Webb whose telephone number is (571) 270- 
3287. The examiner can normally be reached on 8:00am-4:00pm Mon-Fri EST. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 

supervisor, Frederick F. Krass can be reached (571) 272-0580. The fax phone number 

for the organization where this application or proceeding is assigned is 571-273-8300. 

Walter E. Webb 
/Walter E Webb/ 
Examiner, Art Unit 1612 



/Frederick Krass/ 

Supervisory Patent Examiner, Art Unit 1612 



